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[57] ABSTRACT

A diagnostic kit, method, and apparatus for electrochemi-
cally determining the presence or concentration of an ana-
lyte in a sample. A mixture is formed which includes the
sample, an enzyme acceptor polypeptide, an enzyme donor
polypeptide, and a labeled substrate. The enzyme donor
polypeptide is capable of combining with the enzyme accep-
tor polypeptide to form an active enzyme complex. The
formation of such the active enzyme complex is responsive
to the presence or concentration of the analyte in the fluid
sample. The active enzyme hydrolyzes the labeled substrate,
resulting in the generation of an electroactive label, which
can then be oxidized at the surface of an electrode. A current
resulting from the oxidation of the electroactive compound
can be measured and correlated to the concentration of the
analyte in the sample.

31 Claims, 5 Drawing Sheets



